March 1969 for investigational use in maintenance pro-
grams by the Pood and Drug Administration (FDA)
and the Bureau of Narcotics and Dangerous Drugs
(BNDD). It was categorized as an Investigational New
Drug (IND) despite prior research gains, because evi-
dence of long-term safety and effectiveness for addict
treatment was insufficient to permit general
marketability.

Because of the drug's potential for abuse, it is neces-
sary that prior approval for methadone maintenance
programs be obtained from BNDD as well as FDA.
BNDD approval is based on the existence of adequate
control procedures to prevent diversion of the drug into
illicit channels,

Under authority of the Federal Food, Drug, and
Cosmetic Act, the FDA, in cooperation with BNDD,
suggests regulating protocol for sponsors of programs
investigating methadone as a treatment device. The
protocol ensures that the drug is administered only under
highly controlled conditions of frequency, methods of
administration,, and dosage levels,

The protocol also suggests guidelines for minimum age
requirements of patients and requires adequate record-
keeping, urinalysesj and other laboratory tests.

By June 1971, FDA permission had been given to ap-
proximately 2t 1 sponsors to, use methadone in treatment
programs.

The most recent FDA records indicate that about 360
sponsors currently have permission to use methadone in
approximately 460 treatment programs. These programs
reach approximately 77,500 addicts.

New guidelines. In April 1972, FDA announced that it
would remove methadone from the IND category and
sanction its use as a heroin substitute under new guide-
lines. These guidelines were developed in cooperation
with NIMH, BNDD, and the Special Action Office for
Drug Abuse Prevention.

Under the new guidelines, which are expected to be
effective by the fall of 1972, methadone will be available
for maintenance treatment in all medically justified cases,
but only from approved institutions, physicians authorized
to prescribe the drug under the aegis of those institutions,
and pharmacies authorized to dispense the drug by the
approved institutions,

Institutions will be granted approval by FDA in co-
operation .with NIMH and the Special Action Office.

Extreme precautions are being taken to prevent metha-
done from reaching the illicit drug market. For this reason,
it will not be sold in retail pharmacies except those which
are part of approved drug programs, as stipulated above.

Research, A longer-acting methadone, acetylmethadol,
which lasts up to 3 clays as compared with the standard
24-hour effect of regular methadone, is being studied
under the direction of the Special Action Office. There
are several obvious advantages to a longer-acting metha-
done. Outpatient addicts would not be restricted to daily
visits to the program for their methadone supply, The new
drug would also make it more difficult for users to skip
doses and try heroin satisfactorily. Finally, a longer-acting
drug would undoubtedly reduce costs, because fewer doses
would have to be prepared and administered.

Patient at methadone maintenance clinic is
examined by a physician.

Alcohol

Public drunkenness and other offenses related to the abuse
of alcohol constitute some of the more common, time-
consuming, and often dangerous offenses for most local
police departments in the Nation.

Except in States or municipalities where the care of
public drunks has been turned over to other agencies,
the police are called upon to remove these individuals
from the streets, to process them through arrest and in-
carceration, and to keep them in custody until their cases
are disposed of according to law.

Often that means that the public drunk is soon returned
to the streets to enter again the cycle of becoming intoxi-
cated, being arrested and incarcerated, and yet again
released.

In certain cases, the abuse of alcohol may be associated
with other criminal conduct which threatens the lives
or property of other citizens. Thus, the drunk who drives
his car or the drunk who becomes embroiled in a fight
may be a threat to the community.

The seriousness of alcohol abuse and alcoholism was
emphasized in the First Special Report to the Congress
on Alcohol and Health from the Secretary of Health,
Education, and "Welfare (HEW) in December 1971.

The Assistant Secretary for Health and Scientific Af-
fairs noted that "while we are horrified by the abuse of
such drugs as hallucinogens, narcotics, and stimulants by
our youth, we pay little heed to the most abused drug of
them all; alcohol."

The recent Federal legislation on alcohol abuse dem-
onstrates the intention of the Federal Government to
supplant the concept of alcoholism as a legal problem with
the concept of alcoholism as a health problem,

Background. Federal concern with the problem of alco-
holism was first reflected in 1966 when the National Cen-
ter for Prevention and Control of Alcoholism was estab-
lished within the National Institute of Mental Health to
develop and administer Federal support programs in that
area.

The Highway Safety Act of 1966 was the first federally
enacted law to deal with the pr6blem of alcohol and
highway safety. This act provided for a study and report
to the Congress on the effects of alcohol on highway
safety.

In 1967, three separate commissions found that the
criminal law was an ineffective, inhumane, and costly
device for the prevention and control of alcoholism and
public drunkenness. All recommended that a public health

71tutes a felony under the provisions of this new legisla-
